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7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Receipt is acknowledged of applicants' amendment and remarks, which were 
filed on 24 July 2007. 

***** 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1. Claims 1-3, 5, 6, 12, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Thombre (US 2003/0175326). 
Thombre teaches: 

• the sustained-release formulation of instant claim 1 (see paragraph 0026); 

• the tablet of instant claim 1 (see paragraph 0017); 

• the caffeine of instant claim 1 (see paragraph 0059); 

• the poly(ethylene oxide) of instant claim 1 (see paragraph 0093 and Table 
B); 

• the polymer of instant claim 5 (see paragraph 0093 and Table B); and 

• the homogenous mixture of instant claim 6 (see paragraph 0068). 
Thombre explains that his invention is beneficial because it, "...can be orally 

administered to a companion animal. ..without significant loss of the controlled release 
effect." See paragraph 0011. 
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Although Thombe does not provide a specific example using caffeine, working 
examples in a reference are not required in order to establish a prima facie case of 
obviousness. "A reference can be used for all it realistically teaches and is not limited to 
the disclosures in its specific examples." See In re Van Marteret al. 144 USPQ 421; In 
re Wndmer et al. 147 USPQ 518, 523; and In re Chapman et al. 148 USPQ 711. 
Thombe explicitly discloses caffeine as an active agent in his formulation (see 
paragraph 0059). 

Shaping of the tablet in the form of a donut, as recited in instant claims 12 and 19 
is deemed to be a matter of engineering design choice, and thus does not serve to 
patentably distinguish the claimed subject matter over the prior art. In re Kuhle, 526 F. 
2d. 553, 188 USPQ 7 (CCPA 1975). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a sustained-release tablet comprising caffeine and a 
polyethylene oxide) polymer, as taught by Thombre. One of ordinary skill in the art at 
the time the invention was made would have been motivated to make such a 
composition because it can be orally administered to a companion animal without 
significant loss of the controlled release effect, as explained by Thombre. 

2. Claims 1 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Thombre (US 2003/0175326) in view of Giles, Jr. (US 5,977,120). 

Thombre teaches a sustained-release formulation (see above). 
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The Thombre reference differs from the instant application in that it does not 
recite kavalactone. 

Giles, Jr. teaches a sustained-release composition (see claim 15) comprising: 

• the caffeine of instant claim 1 (see col. 2, line 54); and 

• the kavalactone of instant claim 1 1 (see col. 3, line 17). 

Giles, Jr. explains that kavalactone is beneficial because of its anti-anxiety 
effects (see col. 1, lines 44-54). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a sustained-release tablet comprising caffeine, a 
hydrophilic polymer, and kavalactone, as taught by Thombre in view of Giles, Jr. One of 
ordinary skill in the art at the time the invention was made would have been motivated 
to add kavalactone to such a composition because of its anxiolytic effects, as explained 
by Giles, Jr. 

* 

3. Claims 1, 4, 7-10, and 13-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Thombre (US 2003/0175326). 

Thombre teaches a sustained-release formulation (see above) 
While Thombre does not explicitly teach percentages of instant claims 4, 7-9, and 
13-17, or the release profiles of instant claims 10 and 18, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to determine suitable 
percentages and release profiles through routine or manipulative experimentation to 
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obtain the best possible results, as these are variable parameters attainable within the 
art. 

Moreover, generally, differences in concentration or release kinetics will not 
support the patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such concentration is critical. "[W]here the general conditions of a 
claim are disclosed in the prior art, it is not inventive to discover the optimum or 
workable ranges by routine experimentation." In re Alter, 220 F.2d 454, 456; 105 USPQ 
233, 235 (CCPA 1955). Applicants have not demonstrated any unexpected or unusual 
results, which accrue from the instant percentages or release profiles. 

***** 

Response to Arguments 

Applicant's arguments filed on 24 July 2007 have been fully considered but they 
are not persuasive. 

1. Applicants argue that they, "...can find no example in Thombre where caffeine 
and polvfethvl oxide) were combined. .." See remarks, page 6. 

Examiner respectfully submits that working examples in a reference are not 
required in order to establish a prima facie case of obviousness. "A reference can be 
used for all it realistically teaches and is not limited to the disclosures in its specific 
examples." See In re Van Marteret al. 144 USPQ 421; In re Wndmer et al. 147 USPQ 
518, 523; and In re Chapman et al. 148 USPQ 711. Thombe explicitly discloses 
caffeine as an active agent in his formulation (see paragraph 0059). Thombe also 
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explicitly discloses poly(ethylene oxide) as an excipient (see paragraph 0093 and Table 
B). 



2. Applicants argue that. "...Thombre discloses an enormous genus from which a 

person might come up with combinations to try." See remarks, page 7. 

According to MPEP 2145 (X)(B): 

An applicant may argue the examiner is applying an improper "obvious to try" 
rationale in support of an obviousness rejection. "The admonition that obvious to 
try' is not the standard under § 103 has been directed mainly at two kinds of 
error. In some cases, what would have been obvious to try' would have been to 
vary all parameters or try each of numerous possible choices until one possibly 
arrived at a successful result, where the prior art gave either no indication of 
which parameters were critical or no direction as to which of many possible 
choices is likely to be successful.... In others, what was obvious to try' was to 
explore a new technology or general approach that seemed to be a promising 
field of experimentation, where the prior art gave only general guidance as to the 
particular form of the claimed invention or how to achieve it." In re 0 'Farrell, 853 
F.2d 894, 903, 7 USPQ2d 1673,, 1681 (Fed. Cir. 1988) (citations omitted) (The 
court held the claimed method would have been obvious over the prior art relied 
upon because one reference contained a detailed enabling methodology, a 
suggestion to modify the prior art to produce the claimed invention, and evidence 
suggesting the modification would be successful.). See the cases cited in O 
'Farrell for examples of decisions where the court discussed an improper 
"obvious to try" approach. See also In re Eli Lilly & Co., 902 F.2d 943, 14 
USPQ2d 1741 (Fed. Cir. 1990) and In re Ball Corp., 925 F.2d 1480, 18 USPQ2d 
1491 (Fed. Cir. 1991) (unpublished) for examples of cases where appellants 
argued that an improper "obvious to try" standard was applied, but the court 
found that there was proper motivation to modify the references. 

Examiner respectfully submits that Thombre has provided a blueprint in his 
disclosure for the successful use of combination of caffeine and poly(ethylene oxide) in 
a sustained release formulation (see substantive rejection, above). 



* 
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3. Applicants argue that the Giles, Jr. reference does not teach kavalactone and 
caffeine in a sustained release system. See remarks, page 8. 
Examiner respectfully disagrees (see Giles, Jr., claim 15). 

***** 

Conclusion 

Applicant's amendment necessitated the new grounds of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

* 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hasan S. Ahmed whose telephone number is 571-272- 
4792. The examiner can normally be reached on 9am - 5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




